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DETAILED ACTION 

Examiner acknowledges receipt of request for continued examination filed under 37 CFR 
1.114, amendment, remarks and declarations, all filed 07/15/05. Claims 1-37, 39, 40, 45-54 and 
new claims 55 and 56 are pending. 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicants 1 submission filed on 07/15/05 has been entered. 

Claim Objections 

2. Claim 55 is objected to under 37 CFR 1 .75(c) as being in improper form because a 
multiple dependent claim should refer to other claims in the alternative only and/or cannot 
depend from any other multiple dependent claim. See MPEP § 608.01(n). 

Claim Rejections - 35 USC § 102 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Claims 1-9, 12-16, 18-23, 26-34, 36-40 and 45-55 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Shell et al. (US 5,972,389). 

Shell discloses a controlled release oral dosage form that comprises drug particles 
dispersed in swellable/erodible polymer where, the erodible polymer is polyethylene oxide; the 
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dosage form is formulated as tablet or capsule and liposomes or nanoparticles or enteric-coated 
drug particles are examples of drug containing vesicles that can deliver drugs to the site of 
interest (abstract, column 1, line 48 to column 2 line 36, column 3, lines 26-44, column 4, lines 
5-18, column 7, lines 60-62, column 8, lines 4-55). Ciprofloxacin (column 5, line 10), bismuth 
subsalicylate, bismuth citrate, antibiotics such as amoxicillin, tetracycline, chlarithromycin, 
thiamphenicol, metronidazole which are Helicobacter pylori eradicating drugs (column 5, lines 
46-49 and claims 6-9), gastric lowering agents such, as omeprazole, ranitidine, cimetidine, 
famotidine (column 5, lines 49-55) are examples of drugs delivered by the dosage form of Shell. 
Shell also teaches that nifedipine, acyclovir, alprazolam, phenytoin, carbamazepine, clozapine, 
lovastatin and nitrofurantoin are other drugs that can be delivered by the vesicle (claim 5). 

The molecular weight of the polyethylene glycol in Shell ranges from 1 X 10 5 to 7 X 10 6 
kD (claims 3 and 4). The weight ratio of drug to polymer is 2:3 to 9:1 (column 8, lines 26-31). 

Claims 2-5 are directed to the property of the dosage and since a property of a 
composition is not separable from the composition, and in this case the dosage form, Shell meets 
scope of the limitations of the claims. Claim 1 is a dosage form that comprises a 
pharmacologically active agent and hydrophilic polymer. In claim 9, the presence of a mixture 
of polyethylene oxide-co-prop ylene oxide is optional so that Shell meets the limitation of claims 
1 . Shell teaches a range of drug to polymer and one of the points in the taught range in Shell 
anticipates a point in the recited range in claims 13-16. The solubility of the active agent at the 
designated temperature is a property of the active agent and since no specific active agent is 
recited, Shell meets the limitations of the claims. Also the molecular weight of the active agent 
is a property of the active agent and because the instant claims have not recited any drugs that 
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would have the molecular weight recited in instant claim 21 and because some of the drugs 
recited in the claims are the same as those taught by Shell, Shell meets the limitations of claim 
2 1 . Therefore, the teachings of Shell meet the limitations of the claims. 
5. Claims 1-7, 10, 12, 17-23 and 45-49 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Shell (US 5,007,790). 

Shell discloses a sustained release oral dosage form in tablet or pill arid the dosage form 
comprises drugs and cross-linked hydrophilic and water swellable polymer (abstract, column 2, 
line 29 to column 3 line 15 and claims 1-9). The drugs included in the dosage form of Shell are 
calcium carbonate, cimetidine, ranitidine, indomethacin, ibuprofen, naproxen, prednisone, 
prednisolone, dexamethasone, piroxicam, aspirin, nifedipine and potassium chloride potassium 
supplement (column 2, lines 28-35); carboxymethyl cellulose, alginate, polyvinyl alcohol and 
chitin (column 3, lines 7-16) are examples of cross-linked polymer. 

Claims 2-5 are directed to the property of the dosage and since a property of a 
composition is not separable from the composition, and in this case the dosage form, Shell meets 
scope of the limitations of the claims. Claim 1 is a dosage form that comprises a 
pharmacologically active agent and hydrophilic polymer. The solubility of the active agent at 
the designated temperature is a property of the active agent and since no specific active agent is 
recited, Shell meets the limitations of the claims. Claims 45-49 recite the properties and how to 
optimize the composition, which are not accorded patentable weight to the composition. Also 
the molecular weight of the active agent is a property of the active agent. Shell reads on the 
scope of the claims. 

Applicants argue: 
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That Shell 1 (US 5,972,389) discloses plurality of pellets or particles as tablets while the 
tablet of the instant claims as amended is not made up of plurality of pellets or particles. Same 
argument was presented for Shell 2 (US 5,007,790). 

Applicants' argument is not persuasive because the Shell references disclose tablet 
formulation ands specifically discloses tablets formed by compression. The claims do not 
exclude particles. 

6. Claims 1-7, 10, 17-22 and 39 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Uemura et al. (US 4,695,467). 

Uemura discloses sustained release tablet; the tablet comprising disintegrate granules 
that contain a drug, disintegrating agents selected from starch derivatives, gums, cellulose 
derivatives and ion exchange resins, and water soluble polymer selected from cellulose 
derivatives, synthetic water soluble polymers and polysaccharide and excipient (abstract, column 
3, lines 10-21). The water-soluble cellulose derivatives are hydroxypropylmethylcellulose, 
methylcellulose, hydroxypropylcellulose and carboxymethylcellulose; synthetic water-soluble 
polymers are polyvinylpyrrolidone, cross-linked polyvinylpyrrolidone and polyethylene oxide; 
and pullulan and dextran are examples of polysaccharides (column 3, lines 33-41). 

Claims 2-5 are directed to the property of the dosage and since a property of a 
composition is not separable from the composition, and in this case the dosage form, Shell meets 
scope of the limitations of the claims. Claim 1 is a dosage form that comprises a 
pharmacologically active agent and hydrophilic polymer. The solubility of the active agent at 
the designated temperature is a property of the active agent and since no specific active agent is 
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recited and the molecular weight of the active agent is a property of the active agent. The 
teaching of Uemura meets the limitations of the claims. 
Applicants argue: 

That Uemura does not disclose solid dosage form because the Uemura discloses plurality 
of discrete granules encapsulated to form a unit dose, which does not swell in such a manner as 
to promote gastric retention. 

Applicants' argument is not persuasive because granules are solid and Uemura discloses 
the polymers of the instant claims and therefore the swelling of the granules translates to the 
swelling of the dosage. 

7. The rejection of claims 1, 6-8, 10, 1 1, 23, 24, 25, 30, 34 and 35 under 35 U.S.C. 102(e) as 
being anticipated by Vandecruys et al. (US 6,667,060) is withdrawn in light of applicants' 
declaration ante-dating the claimed invention so that Vandecruys cannot be prior art under 35 
USC 102(e). 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. Claims 1, 6, 1 1, 23-25, 34 and 35 are rejected under 35 U.S.C. 102(e) as anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Patel et al. (US 6,248,363). . 

Patel discloses a tablet formulation (column 36, line 3) comprising zein or xanthan gum 
(column 40, lines 63 and 64) and active agents such as paclitaxel, topiramate and metformin 
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(column 5, line 59; column 6, lines 3, 43 and 53; column 9, line 3). Patel anticipates the claims. 
In the alternate, if the listing of the various drugs do not represent specific disclosure of 
paclitaxel, topiramate and metformin in tablet formation in xanthan gum containing matrix, it 
would be obvious that a person of ordinary skill in the art would use any of the disclosed drug in 
tablet formulation having xanthan gum matrix at the time the invention was made, among the list 
of disclosed drugs are paclitaxel, topiramate and metformin. Xanthan gum is a biocompatible 
hydrophilic polymer. One having ordinary skill in the art would have been motivated to prepare 
the dosage form for oral delivery of paclitaxel, topiramate and metformin. 
10. The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Applicants' cooperation is requested in correcting any errors of 
which applicants may become aware in the specification. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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